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§486.303

(MSA), a consolidated metropolitan
statistical area (CMSA), or a primary
metropolitan statistical area (PMSA)
listed in the State and Metropolitan
Area Data Book published by the U.S.
Bureau of the Census. CMS does not
recognize a CMSA as a metropolitan
area for the purposes of establishing a
geographical area for an OPO.

Expected donation rate means the do-
nation rate expected for an OPO based
on the national experience for OPOs
serving similar hospitals and donation
service areas. This rate is adjusted for
the following hospital characteristics:
Level I or Level II trauma center, Met-
ropolitan Statistical Area size, MS
Case Mix Index, total bed size, number
of intensive care unit (ICU) beds, pri-
mary service, presence of a neuro-
surgery unit, and hospital control/own-
ership.

Observed donation rate is the number
of donors meeting the eligibility cri-
teria per 100 deaths.

Open area means an OPO service area
for which CMS has notified the public
that it is accepting applications for
designation.

Organ means a human kidney, liver,
heart, lung, pancreas, or intestine (or
multivisceral organs when trans-
planted at the same time as an intes-
tine).

Organ procurement organization (OPO)
means an organization that performs
or coordinates the procurement, pres-
ervation, and transport of organs and
maintains a system for locating pro-
spective recipients for available or-
gans.

Re-certification cycle means the 4-year
cycle during which an OPO is certified.

Standard criteria donor (SCD) means a
donor that meets the eligibility cri-
teria for an eligible donor and does not
meet the criteria to be a donor after
cardiac death or expanded criteria
donor.

Transplant hospital means a hospital
that provides organ transplants and
other medical and surgical specialty
services required for the care of trans-
plant patients. There may be one or
more types of organ transplant centers
operating within the same transplant
hospital.

Urgent meed occurs when an OPO’s
noncompliance with one or more condi-

42 CFR Ch. IV (10-1-11 Edition)

tions for coverage has caused, or is
likely to cause, serious injury, harm,
impairment, or death to a potential or
actual donor or an organ recipient.

REQUIREMENTS FOR CERTIFICATION AND
DESIGNATION

§486.303 Requirements for
cation.

In order to be certified as a qualified
organ procurement organization, an
organ procurement organization must:

(a) Have received a grant under 42
U.S.C. 273(a) or have been certified or
re-certified by the Secretary within the
previous 4 years as being a qualified
OPO.

(b) Be a non-profit entity that is ex-
empt from Federal income taxation
under section 501 of the Internal Rev-
enue Code of 1986.

(c) Have accounting and other fiscal
procedures necessary to assure the fis-
cal stability of the organization, in-
cluding procedures to obtain payment
for kidneys and non-renal organs pro-
vided to transplant hospitals.

(d) Have an agreement with CMS, as
the Secretary’s designated representa-
tive, to be reimbursed under title XVIII
for the procurement of kidneys.

(e) Have been re-certified as an OPO
under the Medicare program from Jan-
uary 1, 2002 through December 31, 2005.

(f) Have procedures to obtain pay-
ment for non-renal organs provided to
transplant centers.

(g) Agree to enter into an agreement
with any hospital or critical access
hospital in the OPOQO’s service area, in-
cluding a transplant hospital that re-
quests an agreement.

(h) Meet the conditions for coverage
for organ procurement organizations,
which include both outcome and proc-
ess performance measures.

(i) Meet the provisions of titles XI,
XVIII, and XIX of the Act, section
371(b) of the Public Health Services
Act, and any other applicable Federal
regulations.

certifi-

§486.304 Requirements for designa-
tion.

(a) Designation is a condition for
payment. Payment may be made under
the Medicare and Medicaid programs
for organ procurement costs attrib-
utable to payments made to an OPO by
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